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APPLICANT'S ARGUMENTS 

1 . Applicant's invention is directed to in vivo and in vitro methods of detecting 
enteroviral infections as set forth in independent claims 1 and 7. In addition, the 
instant invention discloses kits comprising a labeled dystrophin epitope-specific 
antibody or Fab fragment thereof as set forth in independent claims 14 and 20. 

Note . Claims 1-30 are pending. 
RESPONSE TO APPLICANT'S ELECTION 

2. Applicant's election without traverse of Group II (claims 1-6, 14-19, 27, 
and 29) in the reply filed on 10/27/09 is acknowledged. Thus, the rejection is 
deemed proper and is made FINAL. 

WITHDRAWN CLAIMS 

3. Claims 1-6, 14-19, 27, and 29 are withdrawn from further consideration by 
the examiner, 37 CFR 1 .142(b), as being drawn to a non-elected 
invention/species. 

112 REJECTIONS 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 7-13, and 20-24 are rejected under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

Claims 7-9, 12, and 13 : The claims as written are ambiguous because it 
is unclear what dystrophin cleavage product Applicant is detecting in 
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independent claim 7. Since claims 8, 9, 12, and 13 depend on independent 
claim 7, those claims are vague and indefinite as well. 

Claims 20-24 : The claims as written are ambiguous because in 
independent claim 20, the intended use of the kit and how the detection of the 
dystrophin cleavage product is disclosed. As a result, claims 21-24 that depend 
on claim 20 are indefinite because they contain limitations directed to the 
intended use and how the dystrophin cleavage product is detected. Hence, the 
claims are not further limiting. 

Claims 7-13 : The claims as written are ambiguous because it is unclear 
what assay(s) Applicant is claiming that is/are claiming to be compatible with the 
instant invention. Please clarify in order that one may readily ascertain what is 
being claimed. 
102/103 REJECTION 

6. The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

7. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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8. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

9. This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

Claims 20-26, 28, and 30 are rejected under 35 U.S.C. 102(b) as anticipated by 
or, in the alternative, under 35 U.S.C. 103(a) as obvious over Campbell et al (US 
Patent No. 5,308,752). 

Campbell et al disclose the diagnosis of autosomal muscular dystrophy. 
The diagnostic method involves using antibodies reactive with components of the 
dystrophin-glycoprotein complex (see entire document, especially, abstract). The 
dystrophin-glycoprotein complex may be isolated as an intact complex with 
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lectins that bind to the glycoprotein components of the complex. The lectins are 
typically coupled to a solid support such as agarose (column 2, lines 25-49). 
One diagnostic method involves testing for the presence of the components of 
the dystrophin-glycoprotein complex and using immunofluorescent techniques 
(column 6, lines 16-33). In still another embodiments, the diagnostic method 
involves antibodies specifically reactive with an extracellular components of the 
dystrophin-glycoprotein complex are labeled with a detectable reporter group and 
administered to a subject and analyzed using conventional immunodiagnostic 
methods (columns 6-7, bridging paragraph). Various antibodies to dystrophin- 
associated proteins were analyzed (column 19, lines 1-28). Thus, both Applicant 
and Campbell et al disclose a detectably labeled dystrophin epitope-specific 
antibody/Fab fragment. 

While Campbell et al does not specifically state that a kit having the 
detectably labeled dystrophin-glycoprotein complex, a kit containing the 
component is inherent because of the ever present need for such kits in 
hospitals, clinics, or other medical facilities and the fact that Campbell et al 
disclose a step-by-step procedure of performing the diagnostic method (i.e., 
column 4-5, bridging paragraph; column 5, lines 17 - column 6, line 63; columns 
6-7, bridging paragraph). Furthermore, it is noted that the claims disclose the 
intended use of the labeled dystrophin complex. Applicant is reminded that the 
composition/product of the prior art is the same/similar as that being claimed by 
Applicant. Although the cited prior art does not disclose the particular use, the 
composition/product would be capable of having the same use as Applicant's 
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invention since a composition/product and its properties are inseparable. Thus, 
Applicant's composition/product, like the cited prior art, would be 'capable of 
performing the same function. 
SPECIFICATION 

1 0. The disclosure is objected to because of the following informalities: 
Applicant is respectfully requested to incorporate the continuing data into the first 
paragraph of the specification. 

Appropriate correction is required. 
COMMENTS/NOTES 

11. It should be noted that no prior art has been cited against the in vitro 
method of detecting enteroviral infection (independent claim 7); however, 
Applicant MUST address and overcome the 1 12 rejections. 

12. Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to D L. Jones whose telephone number is 
(571)272-0617. The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 
3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Hartley can be reached on (571) 272-0616. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
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for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

ID L. Jones/ 
Primary Examiner 
Art Unit 1618 

November 25, 2009 



